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IMPRINT AREA
NO COPY

Quillivant XR

methylphenidate HCI
for extended-release oral suspension

25mg/5mL (@

(5 mg/mL) when reconstituted

SHAKE WELL FOR AT LEAST
10 SECONDS BEFORE EACH USE

Phamacist Information
Usual dosage: Once daily. See package

Pharmacist: Dispense the enclosed

@
Quillivant XR'

meihyiphemdate HCI

release oral

25 mg/5 mL I
(5 mg/mL) when reconstituted

SHAKE WELL FOR AT LEAST
10 SECONDS BEFORE EACH USE

Tap boftle untl pw/oel flows fresly. Add
53 mL reconstitution, Insert
Dotte smmer Into heck of botte. Replace
Dottle cap. back and

Pharmacist: Quillivant XR must
be reconstituted with 53 mL
of water prior to dispensing.

mn mlllufurd least 10 soconds lo
nlm-v in olhlr-l pmllu Mhh
carton) will

i onclosad or mldnl m

Eaeh 1 L ofreconstuted suspension con s
& mg of Methyiphenidate Hycrochlorice .

Esch Eotlle contains 300 mg of
Methylhenidate Hydrochioride

Store at 25°C (77°F); excursions pemitied
from 15°C 40.30°C (50°F o 86°F). [See USP
controlled room temperature.]

14340500

NDC 24478-180-10 | w
|

Quillivant XR"
methylphenidate HCI
for extended-relaase cral suspension

25mg/smL (I

{5 mg/mL) when reconstituted

SHAKE WELL FOR AT LEAST
10 SECONDS BEFORE EACH USE

KEEP OUT OF THE REACH
OF CHILDREN

Oty

NO COPY AREA
NO VARNISH

@
Quillivant XR'

methylphenidate HCI

for release oral

25 mg/5 mL I
(5 mg/mL) when reconstituted

SHAKE WELL FOR AT LEAST
10 SECONDS BEFORE EACH USE

Check and make sure hat the Quillvant XR bottie cnmﬁlns liouid
medcine. If Quillvant XR is in powder form, do not us:

Fieturm I toyour pharmacist.

Keep botte tignty cicsea., Diacard any unused portian after

120 days.

# L2 ol with e oral eceing elspenser proulck0wim tis

produet
 Shake the bottie well (up and down) far atleast 10 seconcs
before each use

——
w NextWave In
st o DT

by:
Tris Pharma, Inc.
Manmouth Junction, NJ 08852

b

FPU IDC/HRI

Y 24478-19010

1

LB8315
Rev 0L
08/14

FPO - 2D 20ML
LB&315 Rev 01 09/14

% ggﬂm‘\ matuuue'mm has been inserted into top of the:
¥ IHWI HD ﬂl Ur‘a\ \:t:smu dispenser provided with Biis product

. Tun Dotls unenus down ang withoraw presciibed amount of
CUILLIVANT ¥R into cral dosing dispenser,

* Femove flked oral dosig dISpener I om bitte and dspense
UJ\IJJVANTXRGHECW mm o

+ Replace botfle cap an|

* Wash aral dosing aspenser ater sach use (canpunems are
dishwasher-safe),

]

NO COPY AREA - NO VARNISH

NO COPY AREA
NO VARNISH
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LOT:

\\ exe: NO COPY / \ NO COPY AREA
\ \ NO VARNISH
Quillivant XR’

methylphenidate HCI

for axiended-releass oral suspension

@ @ NDC 24478-200-20 w

Pharmacist: Dispense the enclosed
Medication Guide to each patient.

Quilivant XR* | Quillivant XR° | Quillivant XR’

methylphenidate HCI methylphenidate HCI :nel:\ylj.aaueqidate l"-|CI )
for extended-release oral suspension for e)ﬂended’release oral Suspeﬁsioh lor axten: -release oral suspension

@
Quillivant XR°

methylphenidate HCI

for extended-release oral suspension

600mg/120 mL total volume 8 600 mg/120 mL total volume [l 600mg/120mL totalvolume § 600 mg/120 mL total volume

{ifhen reconstituted with 105 mL of water) (When reconstituted with 105 mL of water) (When reconstituted with 105 mL of water) (When reconstituted with 105 mL of water)
25mg/5mL (@ 25mg/5mL C" 25mg/5mL (@ | 25mg/5mL C"
(5 mg/mL) when reconstituted (5 mg/mL) when reconstituted (5 mg/mL) when reconstituted (5 mg/mL) when reconstituted
SHAKE WELL FOR AT LEAST SHAKE WELL FOR AT LEAST SHAKE WELL FOR AT LEAST
10 SECONDS BEFORE EACH USE SHAKE WELL FOR AT LEAST 10 SECONDS BEFORE EACH USE 10 SECONDS BEFORE EACH USE

; A 10 SECONDS BEFORE EACH USE ;
Pharmacist Information Patient Information
Usual dosage: Once daily. See package Check and maks sufe that the Quillvant XR bottle contains
insert for dmg! infermation. . i " i \Dgl:mmrv"eam';' I&C;mat[xﬁ{ &5 in powder form, do net use it
:ﬁf::wmlw AL di P Pharmacist: qui“ivﬂnt XR must i gEEgH?tJJR(EETHE REACH i :iaup ‘nomez\gnwc\ose-; Discard any unused portion after
Ty ot L O hecxocansiiutadvadih 183 ml. | | | Icions o Usin Encosed el Dnsig Dispeser
bl dapier o neck of sl Reclce of water prior to dispensing. e e ! st dsposer e i
bortie c2p. Shake with vigorous back and s by » Shake the bottle well {up and down) for at least 10 seconds
forth motion for at least 10 seconds to e — hioE e
prepare suspension. w Next Wave Pharmaceuticals, Ine » Remoue batle cap
Dispense in original packaging (bottle A sy PRt e Yol NI 10T « Confirm that botle adapter has been inserted intatp of the
in carton) with bottle adapter inserted and battle
with enclosed oral dosing dispenser. Manufactured by:  Insart tp of oral dosing dispenser provided with this product

it bottle adapter
* Turn bottle upside down and withdraw prescribed amount of
QUILLIMANT ¥R inta eral dosing dispenser
 Remove filled oral dosing dispenser from bottle and dispense
QUILLIMANT R directly into mauth,

Each 1 mL of reoonsttuted suspension contains.
5 img of Methylphenidate Hydrochicr de
Each battle contains 600 mg of

|

| Tris Pharma, Inc.

|
Methylphenidate Hycrachloride |

|

|

Monmouth Junction, NJ 08852

s e O o el g e —_— * Replace battle cap and siore botlle as drecied.
from 15°C to 30°C (B9°F to 86°F). [See USP . Wash oral dosing dEpenser afer each use (c0mpanents 2
controlled room temperature.] Rxonly quul)_(_:ﬂf . g'gr:’ac'sﬁ‘;ﬂ;’n;) dispenser after each use (components are
- ] S B - /
14340800 r
| FPO - NDC/HRI
\ / § T24478-20020
NO COPY AREA
/ LB8316
Rev 01 \ NO VARNISH
09il4
FPO - 20 20ML
LB8316 Rev 01 09/14

(b) (4)

090177e1864db9ca\Approved'Approved On: 02-Apr-2015 13:30

Reference ID: 3791304

NO COPY AREA - NO VARNISH
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IMPRINT AREA
NO COPY

Quillivant XR*
methylphenidate HCI

for axtended-ralease oral SUSPeNsion

750 mg/150 mL total volume

090177e1864db3cc\Approved\Approved On: 02-Apr-2015 13:30

Reference ID: 3791304

Quillivant XR
mathylphanldsts HCI
for extended-release oral suspension

750 mg/150 mL total volume

(When reconstituted with 131 mL of water)

25mg/5mL (@

(5 mg/mL) when reconstituted

SHAKE WELL FOR AT LEAST
10 SECONDS BEFORE EACH USE

Pharmacist Information
Usual dosage: Once daily. See package
insert for dosage information.

NDC 24478-205-25

(When reconstituted with 131 mL of water)
Pharmacist: Dispense the enclosed

a@
Quillivant XR°

methylphenidate HCI
for extended-release oral suspension

750 mg/150 mL total volume

(When reconstituted with 131 mL of water)

25 mg/5 mL
(5 mg/mL) when reconstituted

SHAKE WELL FOR AT LEAST
10 SECONDS BEFORE EACH USE

Prepare ion at time of di

as follows:

Tap bottle until powder fiows fFeely. Add

131 mL of waler for reconstitution. Insert
bottle adapter into neck of bottle. Replace
boitle cap. Shake with vigorous back and
forth motion for at least 10 seconds to
prepare suspension.

Dispense in original packaging (bottle in
carton) with bottle adapter inserted and
with enclosed oral dosing dispenser.
Each 1 mL of reconstituted suspension confains
5 my of Methylphenidate Hydrochioride

Each bottle contains, 750 mg of
Mathylphenidate Hyckochloride

Store at 25°C (77°F); excursions permitied
from 15°C to 30°C (59°F to 86°F). [See USP
controlled reom temperature]

Pharmacist: Quillivant XR must
be reconstituted with 131 mL
of water prior to dispensing.

Rxonly

e

I
3 &

4478-20525

LB8317
Rev 01

o914 Sy

FPO- 2D 20ML
LB8317 Rev 01 09/14

Quillivant XR°

methylphenidate HCI
for extended-release oral suspension

750 mg/150 mL total volume

{When reconstituted with 131 mL of water)

25mg/5smL (T

(8 mg/mL) when reconstituted

SHAKE WELL FOR AT LEAST
10 SECONDS BEFORE EACH USE

KEEP OUT OF THE REACH
OF CHILDREN

sty
—

m NextWave Pharmaceuticals, Ine
Aaurachany of P e, Mew ek, Y 01T

Manufactured by:
Tris Pharma, Inc.
Monmouth Junction, N 08852

NO COPY AREA
NO VARNISH

@
Quillivant XR°

methylphenidate HCI

for extended-release oral suspension

750 mg/150 mL total volume

(When reconstituted with 131 mL of water)

25 mg/5 mL @
(5 mg/mL) when reconstituted
SHAKE WELL FOR AT LEAST
10 SECONDS BEFORE EACH USE

ent Int

Check and make sure that the Quillivant XA bottle contains
Tiquid medicine. 1 Quillvant X i in powder form, 4o not use it
Return it toyour pharmacist

Kaep Dotlre tightly ciosed. Discard any unused poction atter

lmmmnm for Using Enclosed Oral Dosing Dispenser
« Use only with the oral dosing dispenser provided with this

product
St mma wel {up and down) for t least 10 seconds
before each u
+ Remove rxmxe
« Confirm that hnme adapter has been inserted into top of the

boftle.
* Insert np ni mal dnsng dispenser provided with this product
ini bot|

«Tum tlunle upsns down and withcraw pfesulbed amount of
QUILLIVANT XR ito oral dosing dispen

-+ Ramone filed oral dosmg dispenser fomberte ang dispense
QUILLNANT XR directly into mouth

+ Replace bottle cap and store battle as diected,

-« 'Wash oral dosing dispenser afler each use (components are
dishwasher-safe).

/f

NO COPY AREA - NO VARNISH

NO COPY AREA
NO VARNISH

\\
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IMPRINT AREA

. NO COPY

Quillivant XR*
methylphenidate HCI
fof extanded-releass oral suspenalon

900 mg/180 mL total volume

@

Quillivant XR
melhylphenlda1s HCI
for extended-release oral suspensian

900 mg/180 mL total volume

{When reconstituted with 158 mL of water)

25 mg/5 mL
(5 mg/mL) when reconstituted

SHAKE WELL FOR AT LEAST
10 SECONDS BEFORE EACH USE

Pharmacist Information

Usual dosage: Once daily. See package

insert for dosage information.

Prepare suspension at time of dispensing

as follows:

Tap bottle until powder flows freely. Add
‘water for reconstitution. s/t

battle adapter intoneck of battle. Replace

botile cap. Shake with vigorous back and

forth motion for at least 10 seconds to

prepare suspension.

Dispense in original packaging (bottle in

carton) with bottle adapter inserted and

‘with enclosed oral dosing dispenser.

Each 1 mL of reconstituted suspension contains

& mg of Methylhenidate Hydrochloride,

Each bottle containe 200 mg of

Methylphenidate Hydrochoride.

Store at 25°C (77°F); excursions permitted

from 15°C to 30°C (56°F 1o 96°F). [See USP

controlled room temperature]

@ i

{When reconstituted with 158 mL of water)
Pharmacist: Dispense the enclosed

@
Quillivant XR°

methylphemdate HCI

i oral st ion

900 mg/180 mL total volume

{When reconstituted with 158 mL of water)
25mg/5 mL I
(5 mg/mL) when reconstituted

SHAKE WELL FOR AT LEAST
10 SECONDS BEFORE EACH USE

Pharmacist: Quillivant XR must
be reconstituted with 158 mL
of water prior to dispensing. i

14340700

Rxonly

NDG 24478-210-30 |

Quillivant XR*
methyl phenidate HCI
for extended-release oral suspension

900 mg/180 mL total volume

{When reconstituted with 158 mL of water)

NO COPY AREA
NO VARNISH

Quillivant XR°

methylphemdate HCI

for |

900 mg/180 mL total volume

(When reconstituted with 158 mL of water)

25mg/smL ([  25mg/5mL C“
(5 mg/mL) when reconstituted (5 mg/mL) when reconstituted
SHAKE WELL FOR AT LEAST SHAKE WELL FOR AT LEAST
10 SECONDS BEFORE EACH USE 10 SECONDS BEFORE EACH USE
PatientInformation
Check and make sure that the Cuilivant XR botlle centains
Lﬂu\d medicie, r&?an:n”l:amm s In powder form, do nat use
r
(’;EEgHTDTRg;THE REACH Keep b-nnle\l’:;ﬂw chsed, Discard any unused portion after
Ins\mnlm for Using Enclosed Oral Dusing Dispenser
. Usmlnr Wit the. ua\ desing dispenser provided with tis
Bientendy + Sk e batle well {up and down) o at least 10 seconds
m Nw"w_l,w & before each use,
A iy P o N o T IHIT . m”m hat boftle adapier has besn hsrted into top of e
muhuiu vdlty Insed(nulmﬂmsmg dispenser provided with this product
Tris Pha o bott

Monmomh Jum!bn M 08852

o

H’IJ NDC/HRI

[y

4478-21030

LB8318
Rev 01
034 ]

FPO - 20 20ML
LB8318 Rev 01 09/14

*Tum mma uusms down and withdaw pfawlbed amount of
QUILLIVANT R into oral dosig dispense

* Remave filled oral dnsmg rllsuenser from Dome and dispense
QUILLIVANT %R directly

« Replace bottle cap and slclE bm\: as drected,

# Wash oral dosing dispenser after each use (companents are
dishwasher-safe).

NO COPY AREA - NO VARNISH

i
|0 e

NO COPY AREA
NO VARNISH
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Pharmacist Information: 6 DT 243781801 Shake liquid well before using. If in
Oncs daily. Ses. form, do not use, return to Pharma:
for dasage information. Hdication Gaide i each patioal. Kee ;rbdnm :m T i
Prepare suspension ai time of dispensing as 2 ® any unused partion of the racon
Tollows: T3p ot ur poces s echy QUI' vant XR’ e b
muumu-i:r;;:mm;:;n eni HCI .KIEP Owg{TrIRERgHOFC:*ﬁRE 3
3 r intoneck 2 methylphenidate e T Harma i
e g e s o F e o for axtended-relesse oval suspension Atsharol o i Mow Wk N 10017
mml Inmuawmwomuwm MetToUth Juetion, M) 08852

T T R e
enclosed oral dosing dispenser.

e T, Sogul @ L= e
oy 3mﬁ:mm'znmlm Hywenease (5 mg/mL) when reconstituted

r’.L'.:'C:'-ﬁfE-’Z%T:’;%'Es."'.'f; Shake well for at least 10 seconds before using.

controlled room temperature.] L
LB8212 Rev 02 08714 LiquuXg™ Fxonty

090177e1864db9c7\Approved\Approved On: 02-Apr-2015 13:30

&

A— NOGzueamzn  Shokelid well before using. f i powder
[— g do not use, return to Pharma
Usual dosage: Once daily. See package insert Shoshekrlols b Keep botle tightly closed.
for ﬂ““ﬂ” information. Mericaton Guid 1y secrpi Sk Discard any unused portion of the reconsiituted
ion at time of ing as TH @ suspension after 120 days. g
%‘.:’:TJ.;‘E bl o b sy QUI“lva nt XR KEEP T G THEREACH OF CHLOREN 5
reconstitutio Distributed Phamaceuticals, |

bottle adapter into neck of bottle. Replace battie mp methylphenldate HCI A subsidiary vm’mr Inc, New York, it b
Shake with vigorous back and forth motion for  +o ctended-release oral suspension mmma mggg;m Inc.,

at least 10 seconds to prepare suspension.
Dispense in original packaging (bottle in
carton) with bottle adapter inserted and with

LOT:  IMPRINT AREA

enclosed oral dosing dispenser. (When reconstituted with wm“
Each 1 mL of reconstituted suspension contains 25 mg /5 mL C VARNISH
&mg af M lidate hloride. Each bottl
A D L ot whenreconstiuted
:m:;fﬁﬁﬁ;‘m’g:m Shake well for at least 10 seconds before using.
controlled room temperature.] uﬁar ‘

\LBaﬂlE Rev 02 09/14 ULXR Rxonly ! 24478-20020 &

090177e1864db9c9\Approved\Approved On: 02-Apr-2015 13:30

Reference ID: 3791304
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Reference ID: 3791304

Pharmacist Information:
Usual dosage: Once daily. See package insert
fn( dosage information.

at time of di
fnllnn: Tap bottle until powder wlnws freely.
‘Add 131 mL of water for reconstitution. Insert
bottle adapter into neck of bottle. Replace bottle cap.
Shake with vigorous back and forth motion for
atleast 10 seconds to prepare suspension.
Dispense in original packaging (bottle in
carton) with bottle adapter inserted and with
enclosed oral dosing dispenser
Each 1 mL of reconstituted suspensian contains
& my of Methyiphenidate Hydrochloride. Each bottle
contains 750 myg of Methylphenidate Hydrochloride,
Store at25°C (77°F); excursions permitted
from 15°C to 30°C (59°F to 86°F). [See USP
controlled room temperature.]

LB8300 Rev 02 09/14

NDC 24478-206-26

@ Pharmacist: Dispense the enclosed

Medication Guide fo each pafient.

Quillivant XR*

methylphenidate HCI

for extended-release oral suspension

750 mg/150 mL total volume
reconstituted

25 mg/5 mL @

(5 mg/mL) when reconstituted

Shake well for at least 10 seconds before using.

LiﬁXR' Rxonly

u-mn.uv

Shake liquid well before using. Ifin powder
form, do not use, romn to Pharmacist.
Keep bottle tightly closel

Discard any unused parﬂnn of the reconstituted
suspension after 120 days.

KEEP OUT OF THE REACH OF CHILDREN

Dists i’y Pharmaceuticals, Inc.
nsm\dmva Pmermc, New vorx,m 0017
Manufactured by: Tris Phrma, Inc.,

Monmouth Junction, MJ 0&8 52

14343500

LOT: IMPRINT AREA
reads this way
e NOVARNISH

Pharmagist Informa tion:

Usual dosage: Once daily. See package insert
for dosage information.

Prepare suspension at time of dispensing as

!allows: Tap botte untl powder fows freely

Add 158 ml of water for reconstitution. nsart

Shake with vigorous back and forth motion for
at least 10 seconds to prepare suspension.
Dispense in original packaging (bottle in
carton) with botle adapter inserted and with
enclosed oral dusing dispenser.

Each 1 mL of reconstituted suspension contains

5 mg of Methylphenidate Hydrochloride. Each bottle
contains 900 mg of Methyiphenidate Hydrochloride.
Store at 25°C (77°F); excursions permitted
from 15°C to 30°C (59°F to 86°F). [See USP
controlled room temperature.]

{.‘Bam Rev 02 09/14

battle adapter into neck of bottle. Replace botfle cap.

NDC 24478-210-30

Pharmacisk: Dispense the enclosed
Medication Guide fo each pafient.

Quillivant XR®

methylphenidate HCI
for extended-release oral suspension

900 mg/180 mL total volu
{When reconstituted with 158 mL of wate

25 mg/5 mL @
(5 mg/mL) when reconstituted

Shake well for at least 10 seconds before using.

hﬁ)(k’ Rxaonly

Shake liquid well before using. Ifin powder

form, do not use, return to Pharmacist.

leep bottle tightty closed.

Discard any unusad portion of the reconstituted

suspension after 120 days.

KEEP QUT OF THE REACH OF CHILDREN
istributed by: Nex lWavthaJmaLqucaJs. \HC

Kyt e iu ok Ur

Manufactured by: Tris Friarma, inc.,

Monmouth Junction, bl 03362

7

LOT:  IMPRINT AREA
reads this way
EXPi  NOVARNISH

FMI.I’C( lﬁlm

! 24:.78-21030




This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

MITCHELL V Mathis
07/13/2015

Reference ID: 3791304





